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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group I, claims 21-40, in the reply filed on 
2/2/2009 is acknowledged. 



2. Claims 41 -43 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b) as being drawn to a nonelected invention, there being no allowable generic or 

linking claim. Election was made without traverse in the reply filed on 2/2/2009. 



Claim Rejections - 35 USC § 101 

3. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 



4. Claims 32 and 35-40 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. 

According to MPEP §2106 and {In re Bilski, 545 F.3d 943, 88 USPQ2d 1385 
(Fed. Cir. 2008)), a method claim must meet a specialized, limited meaning to qualify as 
a patent-eligible process claim. The test for a method claim is whether the claimed 
method is (1) tied to a particular machine or apparatus, or (2) transforms a particular 
article to a different state or thing. In the case of claims 32 and 35-40, the claimed 
steps in the method are not tied to any machine or apparatus. Claim 32 recites 
providing a data collection routine, receiving input from the user, and updating a syringe 
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definition, however, these steps are not tied to a specific machine or apparatus as 
required to be statutory subject matter. Further, claims 35-40 go to further defining the 
steps of claim 32 and do not add any machine or apparatus to tie the steps. 

Independent claims 21 and 27 are not rejected under 101, because although 
they too are method claims for operating a motorized medical fluid injector system, both 
claims recite steps that are tied to the structure of the injector system, which therefore 
makes them statutory. The steps of entering a mode and storing a syringe definition are 
performed on the injector system, and therefore meet the requirements of Bilski cited 
above in that the method is tied to a particular apparatus. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 21 -40 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Canadian Patent No. 1 ,329,946 to Koenig (Koenig) in view of U.S. No. 6,200,289 to 
Hochman (Hochman). 



In Reference to Claims 21-24 
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Koenig teaches a method of operation of an injector system comprising: entering 
a mode (instrument configuration mode) that permits use of service related functions by 
a service technician different from those involved in medical injection (p. 8, lines 11-17; 
p. 12, lines 8-10; p. 24, lines 8-27); changing the default settings of the injector (p. 26, 
lines 2-15); and storing these new settings in the injector (p. 26, lines 7-9, wherein the 
input settings replace, and therefore update, the default settings and are therefore 
stored in the system). Koenig further teaches wherein this injection pump can be a 
syringe pump (p. 4, lines 19-26). Koenig fails to explicitly teach receiving one or more 
syringe constants and then calculating an additional syringe constant based on the 
inputted constant. Hochman teaches an injector pump that comprises a memory 160 
that stores data banks related to syringes (col. 8, lines 38-42). In storing the syringe 
characteristics in the data bank of Hochman, a user would have entered the values for 
syringe length, stroke length, and volume and then stored it as a particular definition 
capable of being accessed during the operational mode (col. 9, lines 23-41). Further, if 
syringe stroke length and volume are known, then the user would be capable of 
calculating an additional syringe constant (e.g. cross-sectional area by dividing volume 
by the stroke of the syringe, col. 9, lines 50-53). This data bank stores information on 
different syringes in order to enable the user during the operational mode to select a 
syringe and receive its physical characteristics from the stored database without having 
to manually enter all of the syringe characteristics during operation setup (col. 9, lines 
25-41). 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the method of Koenig to have the physical 
characteristics of a syringe (e.g. length, volume, stroke length) which can be stored in a 
memory data bank as taught by Hochman be the settings that the operator adjusts in 
the instrument configuration mode in order to enable the user during the operational 
mode to select a syringe and receive its physical characteristics from the stored 
database without having to manually enter all of the syringe characteristics during 
operation setup (col. 9, lines 25-41). 

In Reference to Claims 25 and 26 

Koenig in view of Hochman teaches the method of claim 21 (see rejection of 
claim 21 above). Koenig further teaches exiting the service mode and entering an 
operational mode for use in medical procedures, wherein the operational routine relies 
on the syringe definition (p. 24, lines 8-18, wherein during the service mode the 
instrument is not in normal operation and infusing fluid, and therefore the service mode 
must be exited prior to pump operation). 

In Reference to Claim 27-29 

Koenig teaches a method of operation of an injector system comprising: entering 
a mode (instrument configuration mode) that permits use of service related functions by 
a service technician different from those involved in medical injection (p. 8, lines 11-17; 
p. 12, lines 8-10; p. 24, lines 8-27); changing the default settings of the injector (p. 26, 
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lines 2-15); and storing these new settings in the injector (p. 26, lines 7-9, wherein the 
input settings replace, and therefore update, the default settings and are therefore 
stored in the system). Koenig further teaches wherein this injection pump can be a 
syringe pump (p. 4, lines 19-26). Koenig fails to explicitly teach receiving three syringe 
constants. Hochman teaches an injector pump that comprises a memory 160 that 
stores data banks related to syringes (col. 8, lines 38-42). In storing the syringe 
characteristics in the data bank of Hochman, a user would have entered the values for 
syringe length, stroke length, and volume and then stored it as a particular definition 
capable of being accessed during the operational mode (col. 9, lines 23-41). Further, if 
syringe stroke length and volume are known, then the user would be capable of 
calculating an additional syringe constant (e.g. cross-sectional area by dividing volume 
by the stroke of the syringe, col. 9, lines 50-53, and then calculating syringe diameter by 
using the formula for the cross-sectional area of a cylinder. From these calculations, 
the user would then be capable of having syringe diameter be one constant that is input 
and stored in the system in addition to the volume and stroke length). This data bank 
stores information on different syringes in order to enable the user during the 
operational mode to select a syringe and receive its physical characteristics from the 
stored database without having to manually enter all of the syringe characteristics 
during operation setup (col. 9, lines 25-41). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the method of Koenig to have the physical 
characteristics of a syringe (e.g. length, volume, stroke length, and diameter) which can 
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be stored in a memory data bank as taught by Hochman be the settings that the 
operator adjusts in the instrument configuration mode in order to enable the user during 
the operational mode to select a syringe and receive its physical characteristics from the 
stored database without having to manually enter all of the syringe characteristics 
during operation setup (col. 9, lines 25-41). 

In Reference to Claims 30-31 

Koenig in view of Hochman teaches the method of claim 27 (see rejection of 
claim 27 above). Koenig further teaches exiting the service mode and entering an 
operational mode for use in medical procedures, wherein the operational routine relies 
on the syringe definition (p. 24, lines 8-18, wherein during the service mode the 
instrument is not in normal operation and infusing fluid, and therefore the service mode 
must be exited prior to pump operation). 

In Reference to Claims 32. 35. 36. 39. and 40 

Koenig teaches a method of operation of an injector system comprising: 
providing a data collection routine that prompts a user to input information into the 
injector a mode to change the default settings of the injector, such as infusion rate (p. 
26, lines 2-15); and storing these new settings in the injector (p. 26, lines 7-9, wherein 
the input settings replace and create a new setting, and therefore update, the default 
settings and are therefore stored in the system). Koenig further teaches wherein this 
injection pump can be a syringe pump (p. 4, lines 19-26). Koenig fails to explicitly teach 



Application/Control Number: 10/749,894 Page 8 

Art Unit: 3767 

receiving two syringe constants and calculating a third constant based on the input. 
Hochman teaches an injector pump that comprises a memory 160 that stores data 
banks related to syringes (col. 8, lines 38-42). In storing the syringe characteristics in 
the data bank of Hochman, a user would have entered the values for syringe length, 
stroke length, and volume and then stored it as a particular definition capable of being 
accessed during the operational mode (col. 9, lines 23-41). Further, if syringe stroke 
length and volume are known, then the user would be capable of calculating an 
additional syringe constant (e.g. cross-sectional area by dividing volume by the stroke of 
the syringe, col. 9, lines 50-53, and then calculating syringe diameter by using the 
formula for the cross-sectional area of a cylinder. From these calculations, the user 
would then be capable of having syringe diameter be one constant that is input and 
stored in the system in addition to the volume and stroke length). This data bank stores 
information on different syringes in order to enable the user during the operational mode 
to select a syringe and receive its physical characteristics from the stored database 
without having to manually enter all of the syringe characteristics during operation setup 
(col. 9, lines 25-41). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the method of Koenig to have the physical 
characteristics of a syringe (e.g. length, volume, stroke length, and diameter) which can 
be stored in a memory data bank as taught by Hochman be the settings that the 
operator adjusts in the instrument configuration mode in order to enable the user during 
the operational mode to select a syringe and receive its physical characteristics from the 
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stored database without having to manually enter all of the syringe characteristics 
during operation setup (col. 9, lines 25-41). 

In Reference to Claims 33 and 34 

Koenig in view of Hochman teaches the method of claim 32 (see rejection of 
claim 32 above). Koenig further teaches wherein one of the default settings is deleted 
during the process of inputting new settings and the new setting is stored in the memory 
of the system (p. 26, lines 7-9). 

In Reference to Claims 37 and 38 

Koenig in view of Hochman teaches the method of claim 32 (see rejection of 
claim 32 above). Koenig further teaches modifying one or more medical functions and 
parameters used in the injector that are affected by the updating (p. 15, line 10- p. 22, 
line 19, wherein the operational routine relies on the syringe definition as for example, 
during operation the minimum infusion rate that can be set is that set during service 
mode and stored in the system (p. 19, lines 17-18). Therefore, updating the syringe 
definition would result in changed settings for the injector system that would affect the 
calibration and use of the system). 
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Response to Arguments 

7. Applicant's arguments with respect to claims 21-40 have been considered but are 
moot in view of the new ground(s) of rejection. 



Conclusion 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARIA E. DOUKAS whose telephone number is 

(571 )270-5901 . The examiner can normally be reached on Monday - Friday 7:30 AM - 
5:00 PM EDT. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MD 

/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 
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